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REMARKS 

This document is submitted in response to the Final Office Action of June 28, 2005 
("Office Action"). Applicants have amended claims 15, 20, 23, 25, and 26, and have cancelled 
claim 24. Support for the amendment to claim 15 can be found in the specification, e.g., 
page 13, lines 14-26, and page 15, line 19. Claim 20 has been amended to correct a 
capitalization error. Claim 23 has been amended to incorporate the limitations of claim 24. 
Claims 25 and 26 have been amended to clarify the claimed subject matter. Support for the 
amendments to claims 25 and 26 can be found in the specification, e.g., page 15, lines 1-15; and 
page 54, lines 16-18. No new matter has been added. 

Upon entry of the proposed amendments, claims 15-23, 25, and 26 will be pending and 
under examination. Reconsideration of the application is respectfully requested in view of the 
remarks below. 

Objection to the Specification 

The Office Action points out that there are embedded hyperlinks in the specification that 
must be removed. See page 3, lines 1-3. Applicants have amended the specification to remove 
the embedded hyperlinks. Accordingly, Applicants respectfully request withdrawal of the 
objection to the specification. 

Objection to Claim 15 

The Office Action objected to claim 15, noting that the word "acidophilus" was 
misspelled. Applicants thank the Examiner for pointing this out, and have corrected the 
misspelling. 

Rejections under 35 U.S.C. § 102(b) and 102(e) 

The Office Action has rejected claims 15-19, 21-23, 25 and 26 as allegedly anticipated by 
U.S. Patent No. 6,399,124 to Lessens et al ("Lessens"), and by U.S. Patent Application 
Publication 2003/0235559 to Sobol et al ("Sobol"). See page 3, lines 4-5; and page 4, lines 13- 
16. 
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Amended independent claim 15 only covers six specific isolated strains of Lactobacillus, 
which Applicants have deposited at the American Type Culture. 1 In addition, claim 15 also 
covers the subcultured offspring of the isolated strains. 

The Office Action notes that Lessens discloses a frozen dessert containing lactic acid 
bacteria including those of the species Lactobacillus acidophilus and Lactobacillus gasseri. See 
page 3, lines 9-12. It further notes that Sobol discloses the use of probiotics to lower cholesterol, 
including the use of Lactobacillus acidophilus and Lactobacillus gasseri. See page 4, 
lines 15-22. 

In light of the compositions containing Lactobacillus acidophilus or Lactobacillus 

gasseri described in both Lessens and Sobol, the Office Action asserts that the bacteriological 

characteristics of the strains recited in claim 15 as well as their subcultured offspring are 

inherently anticipated . The Office Action states: 

Because the prior art exemplifies the applicant's claimed composition in relation 
to Lactobacillus gasseri and Lactobacillus acidophilus, the claimed physical 
properties relating to the bacteriological characteristics are inherently present in 
the prior art. Absent an objective evidentiary showing to the contrary, the 
addition of the claimed physical property to the claim language fails to provide 
patentable distinction and the prior art record ... By all comparable data the 
Lactobacillus gasseri and Lactobacillus acidophilus of the prior art are the 
instantly claimed sub-cultured offspring thereof or a mutant derived therefrom 
because they are the same genus and species (page 3, lines 14-23; bold type 
original; underlining added). 

Applicants disagree. The just-quoted passage implies that since the species Lactobacillus 
gasseri and Lactobacillus acidophilus were known in the prior art (as exemplified in Lessens and 
Sobol), the bacteriological properties of all strains of Lactobacillus gasseri and Lactobacillus 
acidophilus are inherently anticipated. Applicants submit that the Office Action confounds 
species and strains 2 , and would like to point out that "[t]he fact that a certain result of 
characteristic may occur or be present in the prior art is not sufficient to establish the inherency 
of that result or characteristic." See MPEP 21 12 IV. To rely upon the theory of inherency, "the 

1 See the Response to Office Action mailed January 13, 2005, page 10, lines 6-10. 

2 The definition of the term "strain," according to Stedman's Medical Dictionary, is "A population of homogeneous 
organisms possessing a set of defined characteristics; in bacteriology, the set of descendants that retains the 
characteristics of the ancestor; members of a strain that subsequently differ from the original isolate are regarded as 
belonging either to a substrain of the original strain, or to a new strain." 
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examiner must provide a basis in fact and/or technical reasoning to reasonably support the 
determination that the allegedly inherent characteristic necessarily flows from the teachings of 
the applied prior art." Id; emphasis added. 

Based on the above-quoted passage from the MPEP, a proper basis for "inherent 
anticipation" (inherency) of the claimed strains requires factual evidence suggesting that prior art 
strains of Lactobacillus gasseri and Lactobacillus acidophilus necessarily possess the "physical 
properties relating to the bacteriological characteristics" of the six specific strains covered by 
claim 15. In contrast, the specification teaches that prior art strains differ from the six strains 
covered by clain 15. To wit, comparative data of strains from the same species show that 
"B6T7" the only Lactobacillus acidophilus strain recited in claim 15, has a cholesterol 
assimilation, after growth in MRSO broth, greater than that of the compared prior art strains of 
the same species (i.e., CCRC 17064, CCRC 10695, CCRC14065, and DDS-1) 3 .; and further, the 
Lactobacillus gasseri strains recited in claim 15, all have greater cholesterol assimilation than 
that of the compared prior art strain of the same species (i.e, CCRC 146 19) 4 See page 36, 
Table 5, last column. 

Thus, despite the fact that the compared strains belong to the same species , clearly the 
compared prior art strains do not have the same "physical properties relating to the 
bacteriological characteristics" of the six specific isolated strains of claim 15. This fact directly 
contradicts the expectation of inherency. In light of the just-described "evidentiary showing," 
Applicants submit that the mere mention of the species "Lactobacillus gasseri and Lactobacillus 
acidophilus'' by Lessens or Sobol is not a valid basis for "inherent anticipation" of the 
Lactobacillus acidophilus and Lactobacillus gasseri strains of claim 15 or of the subcultured 
offspring thereof. 

Based on the above remarks, Applicants submit that neither Lessens nor Sobol anticipates 
claim 15. Nor do they anticipate claims 16-19, 21-23, 25, and 26 dependent from claim 15. 



3 These four strains are of the species Lactobacillus acidophilus-, see the specification, page 23, lines 1-19. 

4 This strain is of the species Lactobacillus gasseri\ see the specification, page 23, lines 20-23. 
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Rejections under 35 U.S.C. § 112, First Paragraph 

Claim 15 was rejected as allegedly containing new matter. See the Office Action, page 6, 
lines 12-16. Specifically, the Office Action alleges that there is no support for "a mutation 
and/or subculture of Lactobacillus gassed or Lactobacillus acidophilus" (page 6, lines 16-18). 

Although Applicants disagree with the Office Action's position that "a mutation" of the 
claimed strains is "new matter," claim 15 as now amended does not recite a mutation or a mutant 
of the claimed strains. As for the term "subculture," amended claim 15 recites "the sub-cultured 
offspring of the deposited strain (i)." Support for this term can be found in the specification at 
page 15, line 19. Thus, Applicants submit that amended claim 15 does not contain new matter. 

Rejections under 35 U.S.C. § 112, Second Paragraph 

Claims 15 and 23-26 were rejected as allegedly being indefinite. See the Office Action, 
page 7, lines 4-6. 

The Office Action alleges that "[c]laim 15 is rejected because the characteristics of the 
claimed strains rely upon a table that is located within the specification. A claim should not refer 
to a table located in the specification, but should specifically claim what applicant intends as the 
invention" (page 7, lines 6-9). Applicants disagree. However, in the interest of advancing 
prosecution Applicants have deleted the reference to Table 14 from previously presented 
claim 15. Thus, Applicants submit that amended claim 15 is definite. 

The Office Action also alleges that claim 23 does not further limit independent claim 15. 
See, page 7, lines 10-12. Claim 23 has been amended to incorporate the limitations of claim 24. 
More specifically, claim 23 reads "An oral dosage form of a pharmaceutical composition 
comprising the isolated Lactobacillus strain according to claim 15, wherein the oral dosage form 
is a solution, emulsion, powder, tablet, or capsule." Applicants submit that amended claim 23 
further limits the scope of claim 15. 

Claim 25 was rejected on the ground that "the examiner is unclear what applicant means 
by 'manufactured as a digestion-improving drug'." See the Office Action, page 7, lines 13-14. 
Applicants have amended claim 25 to read "A method for improving digestion in a subject in 
need thereof, comprising administering to the subject the isolated Lactobacillus strain of claim 
15." Support for this amendment can be found in the specification, e.g., page 15, lines 1-12. 
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Finally, claim 26 was rejected "because the examiner is unclear how the claimed 
composition is manufactured as a drug for lowering serum cholesterol. See the Office Action, 
page 7, lines 15-16. Applicants have amended claim 26 to read "A method for lowering serum 
cholesterol levels in a subject in need thereof, comprising administering to the subject the 
isolated Lactobacillus strain of claim 15." Support for this amendment can be found in the 
specification, e.g., page 54, lines 16-18. 

In view of the above remarks, Applicants submit that amended claims 15, 23, 25, and 26 
are definite, and respectfully request that the rejection be withdrawn. 



Based on the remarks set forth above, Applicants submit that all of the pending claims 
cover allowable subject matter. Allowance by the Examiner is respectfully solicited. 

No fee is believed due. Please apply any other charges or credits to deposit 
account 06-1050, referencing attorney docket 16640-002001. 



CONCLUSION 



Respectfully submitted, 
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